Background and aims
Slow recruitment and poor retention are common challenges to the successful delivery of clinical trials, particularly surgical trials. Patient and public involvement (PPI) in designing and conducting clinical trials has the potential to enhance recruitment and retention but there have been few attempts at rigorous evaluation. The aim of PIRRIST is to develop a PPI intervention that improves recruitment and/or retention in surgical trials.
Methods
The study comprises four stages, beginning in July 2015:
(1) Mapping current PPI practice in UK surgical trials through a survey and analysis of National Research Ethics Service data; (2) Focus groups with key stakeholders (patients or members of the public involved in surgical trials, surgical trial investigators, administrators and PPI co-ordinators) to explore their needs, the challenges associated with PPI and how PPI might support recruitment and retention; (3) A survey of key stakeholders' views about the possible components of one or more potential PPI interventions; (4) A consensus workshop with a broad, purposive sample of stakeholders to select the PPI intervention that we put forward for future evaluation.
Outcomes
This study will lead to a robust, evidence-based PPI intervention ready for evaluation. Although tailored to surgical trials, the findings will enhance understanding of whether and how PPI might improve recruitment and retention in clinical trials.
The study is part of the Trial Forge initiative to improve trial efficiency.
